: \ I ivTTKo States R\T£n r .^nd Tt^M3L:>tM^K Office 



UM l Kl» S 1 A l KS DKl' \ K I MK-N 1 < >l- < < >M.M1 K('K 
Unitt-d Sti*lf=. i';.t.-nt L.nd rr;td ttiii. r k < Hfit.- 



MR>TN\M!- DINN-HMOR | ATTORNEY [XXKl^T \() | CONKIRMA HON NO 



A PPU CATION NO. 



KILINC^i DATF 



0^ ''31.S30 



i: OS :oo() 



Junn Haniuro 



:004S8L'S0CONT 



OBLON, SPIVAK, MCCLELLAND, MAILR & NEUSTADT, P C. 
1940 DUKE STREET 
ALEXANDRIA, VA 22314 



t-XAMINlR 



KAM.CIilH MIN 



ART UNIT 



'Af'HR NLMl^l R 



Da\TH MAILED: 02.212003 



Please find below andyor attached an Office communication concerning this application or proceeding. 



Office Action Summary 



Application No. 
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Examiner 

Chih-Min Kam 



Applicant{s) 

HAMURO ET AL. 



Art Unit 

1653 
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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THF MAILING DATE OF THIS COMMUNICATION. , k . . n.n 

^^E oftir^eT^^^ under the prov,s,ons of 37 CFR 1 1 36(a) In no event, however, may a reply be t.mely .led 

after SI < (6) MONTHS fronn the rna^hng f/^^^ ^JJ^^l^T „th,n the statutory minimum of thirty (30) days w,l! be considered timely 

. It the penod for reply specified above is less than thirty (30) f 3V5;^f ^^P'^ ^'^^ ; ' J glX (6) MONTHS from the mailing date of this communication. 

earned patent term adjustment See 37 CFR 1 704(b) 

Status 

I )□ Responsive to communication(s) filed on 04 February 2003 . 
2a)B This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters Prosecution as to the merits is 

closed in accordance with the practice under £x parte Quay/e, 1935 CD. 11.453 0.(3.^13. 

Disposition of Claims 

4) 0 Claim(s) 30-47 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) H Claim(s) 30-47 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

I I )□ The proposed drawing correction filed on is: 3)0 approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

1 3) H Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9{a)-{d) or (f). 

a)|3AII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. H Certified copies of the priority documents have been received in Application No. 09/334,647 . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

1,n Notice of References Cited (PTO-892) 4)0 Interview Summary (PT0.41 3) Paper No(s) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) U Other: 
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PTO-326 (Rev. 04-01) Office Action Summary 



Application/Control Number: 09/73 1 .830 ^^S^ " 

Art Unit: 1653 

DETAILED ACTION 

1 . The Request for Continued Examination (RCE) filed on February 4, 2003 (Paper No. 14) 
under 37 CFR 1 .1 14 is acknowledged. An action on the RCE follows. 

Status of the Claims 

2. Claims 30-47 are pending. 

Applicants' amendment filed on February 4, 2003 (Paper No. 15) is acknowledged, and 
applicant's response has been fully considered. Claim 31 has been amended, and new claims 46- 
47 have been added. Therefore, claims 30-47 are examined. 

Claim Rejections - 35 (JSC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 30-47 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

4. Claims 30-45 are indefinite because the claims lack essential steps in the method of 
inducing Th2 response in a subject, or a method of suppressing cellular immune response in a 
subject. The omitted step is the administration of effective amount of a composition comprising 
a cystine compound of formula (I), it is unclear how the content of reductive glutathione in 
macrophage is reduced in the subject. Claims 31 and 32 are also indefinite because of the use of 
the term "Thl" or "Th2", it is not clear what term means. Claims 32-45 are included in this 
rejection for being dependent on a rejected claim and not correcting the deficiency of the claim 
from which they depend. 
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In response, applicants indicate the specification provides a detailed teachings for 
inducing a Th2 response in a subject and suppressing cellular immune responses in a subject by 
skewing the Thl/Th2 balance to Th2 (pages 5-60), and the one skilled in the art would 
understand the metes and bounds of the claims in light of the specification (pages 3-4 of the 
response). The argument is not found persuasive because the claim does not recite the step of 
administering cystine compound which is essential for reducing the content of reductive 
glutathione in the claimed method even the specification provides the teachmgs, it is not clear 
how the end point of the claimed method is reached without this essential step. 

5. Claims 46 and 47 are indefinite because of the use of the term "cystine derivative". The 
term "cystine derivative" renders the claim indefinite it is not clear what structure the derivative 
has, and how different the cystine derivative is from the parent compound. 

Conclusion 

6. No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 

policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event. 
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howeN-er. will the statutory period for reply expire later than SIX MONTHS from the mailing 

date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chih-Min Kam whose telephone number is (703) 308-9437. The 
examiner can normally be reached on 8.00-4:30, Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low, Ph. D. can be reached on (703) 308-2923. The fax phone numbers 
for the organization where this application or proceeding is assigned are (703) 308-0294 for 
regular communications and (703) 308-4227 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 

Chih-Min Kam, Ph. D. C^/C Y 

Patent Examiner ^KARBJ COCHRANE CARLSON, ph D 

patent examiner ^ PRIMARY EXAMINEFJ 

February 19, 2003 



